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DETAILED ACTION 

1. The amendment filed on October 15, 2007 has been received and considered. 
By this amendment, claim 1 has been amended and claims 1 and 4-10 are pending in 
the application. 

Response to Arguments 

2. Applicant's arguments filed October 15, 2007 have been fully considered but they 
are not persuasive. Applicant argues that the threaded engagement portion taught by 
Westlund is not integrally formed with the engagement stem or located longitudinally 
distal to the proximal tip portion. As an initial matter, Applicant's attention is directed to 
Figure 9 of Westlund, where it can be seen that the proximal tip portion of the pin 860 
extends proximally beyond the threads of the threaded engagement portion. Therefore, 
the threaded engagement portion is located longitudinally distal to the proximal tip 
portion. Furthermore, in response to applicant's argument that that the threaded 
engagement portion taught by Westlund is not integrally formed with the engagement 
step, the test for obviousness is not whether the features of a secondary reference may 
be bodily incorporated into the structure of the primary reference; nor is it that the 
claimed invention must be expressly suggested in any one or all of the references. 
Rather, the test is what the combined teachings of the references would have 
suggested to those of ordinary skill in the art. See In re Keller, 642 F.2d 413, 208 
USPQ 871 (CCPA 1981). Westlund teaches that it was known at the time of the 
invention to provide a threaded engagement portion on the engagement portion of a 
connector assembly in order to connect an elongated lead body to a ported connector. 
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Therefore, the combination of the invention of Clemens with the teachings of Westlund 
discloses each and every aspect of the currently claimed subject matter, including an 
engagement step including a proximal tip portion and a threaded engagement portion, 
integrally formed with the engagement stem, longitudinally distal to the proximal tip 
portion. 

■ 

Claim Rejections - 35 USC § 103 

3. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

4. Claims 1 and 4-10 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Clemens et al. (2002/0077684) in view of Westlund et al. (2002/0077683). 

Regarding claim 1, Clemens shows an elongated lead body having opposed 
proximal and distal end portions and having a first and second lumen extending 
therethrough; an electrode assembly (16) operatively associated with the distal end 
portion of the lead body; a connector assembly (50) operatively associated with the 
proximal end portion of the lead body, the connector assembly having an engagement 
stem (54) depending proximally therefrom and the first and second lumens extend 
through the engagement stem of the connector assembly and including a proximal tip 
portion and a detachable ported connector fitting (58) having a main body portion (54) 
and a branch portion (61) which extends from the main branch portion, and the main 
body portion has an engagement bore at the distal end and a proximal receiving section 
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configured to receive the proximal tip portion of the engagement stem and the main 
body portion (54) of the ported connector fitting having a primary passageway extending 
therethrough having at least one passageway (104) extending therethrough to align and 
communicate with a first lumen (114) and the branch portion (61) of the ported 
connector fitting having a secondary passageway extending therethrough to align and 
communicate with a second lumen (104) of the lead body through the engagement stem 
of the connector assembly when the ported connector fitting is engaged with the 

* 

connector assembly (Figs. 1-2). 

Although Clemens shows a connector assembly with an engagement stem (54) 
and ported connector with an engagement bore, and it isn't clear how they are coupled, 
Clemens fails to specifically show the engagement stem and engagement bore are 
threaded. Attention is directed to Westlund who shows a similar connector assembly 
(860) and ported connector (820) that utilizes threads for coupling the connector 
assembly and ported connector (Fig. 9). It would have been obvious to one with 
ordinary skill in the art at the time the invention was made to employ threads on the 
engagement stem and engagement bore for the coupling of the engagement stem and 
engagement bore of Clemens wherein so doing would amount to mere substitution of 
one functional equivalent for another that would work equally well on the Clemens 
device. MPEP 2144.06, In re Fout, 675 F.2d 297, 213 USPQ 532 (CCPA 1982). 

Regarding claim 4, Clemens shows at least one passageway formed in the 
ported connector (58) fitting has a funnel-shaped inlet region (where stylet assembly 62 
is introduced), but it unclear as to whether the second passageway in the ported 


■ 
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connector fitting (61) also has a funnel shaped inlet region. It would have been an 
obvious matter of design choice to include a second funnel shaped inlet region for the 
second passageway since such a modification would have involved a mere a mere 
duplication of parts. It has long been held that a mere duplication of parts has no 
patentable significance unless a new and unexpected result is produced. In re Harza, 
21 A F.2d 669, 124 USPQ 378 (CCPA 1960). 

With respect to claims 5-6, Clemens shows a first lumen (1 14) formed in the lead 
body has an outlet port at the distal end of the lead body and at a second lumen (104) 
formed in the lead body has an outlet port (102) at a location spaced from the distal end 
of the lead body (Fig. 2). 

Regarding claim 7, Clemens shows the electrode assembly is bipolar and 
includes a distal tip electrode (16) and a proximal ring electrode (20) (Fig. 2). 

With respect to claim 8, Clemens shows a helical conductor coil (138, 140) 
extending through the lead body for connecting the electrode assembly with the 
connector assembly (para. [0047]). 

Regarding claim 9, Clemens discloses a helical fixation screw operatively 
associated with the distal end of the lead body for actively securing the lead to cardiac 
tissue (Col. 7, line 46-51). 

With respect to claim 10, Clemens shows a plurality of flexible tines (162) 
provided at the distal end of the lead body. 

The statements of intended use have been carefully considered but are not 
considered to impart any further structural limitations over the prior art. The designation 
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of one lumen as a guidewire lumen and a second lumen as a fluid delivery lumen has 
been deemed to be statements of intended use. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Tammie Heller whose telephone number is 571-272- 
1986. The examiner can normally be reached on Monday through Friday from 7am until 
3:30 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Carl H. Layno can be reached on 571-272-4949. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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